Food and Drug Administration
Center for Food Safety and Applied Nutrition
Office of Special Nutritionals

ARMS#

[/3332 ]

0 - FRONT



i

Public Health Service
FOOD AND DRUG ADMINISTRATION

COMPLAINT / INJURY REPORT

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

- COMPLAINTN BER

I/

% 1393

2. DATE QF COMP f (Month / Day / Year)
/2] z/”??“

[

*(If *‘yes’’ complete
items a through d)

0 R o Cynstopatis,

pl

N

/279 623

R\:—E

cENED

Oa ’@99

3.. a. 4. SOURCE OF COMPLAINT a.
FORM OF (1) €\ TELEPHONE (1) & consuMer  (3) 0 TRADE SOURCE
COMPLAINT @ O LETTER ) (] coverRNMENT (4) (0 OTHER
@ O visiT v Os OF  (indicate in Remarks)
5. a. NAME AND ADDRESS (Incluge b. AREA CODE AND TELEPHONE NUMBER
COMPLAINANT HOME
IDENTIFICATION
WORK
5. Lo Al oﬁf—t
z
COMPLAINT /Lﬁ‘ﬁ’”"’““ T oS s Aoy f*’"’ /
OR INJURY e + = 2zl ¢ — Lb. DOES COMPLAINANT EXPECT
@l 7‘7*4@2»4 at 64,2, b t— ADIYTIONAL FDA CONTACT?
%ﬁek / P’ 2 0 — W”‘M (1) NO 2 D YES
ol /""M’""”i \L/ / e z 4 (It “Yos" Explain in Remarks)
“Sp! Ay p&%o&m/ﬂ) Cos f /3 )
7. a. é’la } b. TYPE SYMPTOMS ’ ONSET (HR)[ c. ATTENDING HEALTH d. HOSPITALIZATION REQUIRED?
INJURY OR (HF% 167) | 1y OJ voMmING PROFESSIONAL? U nNo @0 ves
ILLNESS NOTIKIED @ [J NAUSEA o m O No @ K/ YES ive name, address, phone
RESULTED o) Wes| @ X owrreea v Azan (If “Yes" give name, ad-
0 @ NO @ [J FEVER dress, and phone nu% :
(1 LI NO 6 ] SKINEYE IRR. W/ 0plf frs
(2 YES * DATE: ©® [ HEADACHE \ . 7

PRODUCT AND
LABELING

AND NAME
Moot ke

ODUGT NA?E cES T

AND PACKAGE TYPE

i Sé/u d/deu/

6. PACKAGE CODE / SERIAL
NUMBER /ETC.

f. DATE PURCHAS /% 4 9. PRODUCT USED h. AMT, EMAINING
E}: s Mid - Paly Nov | (f “Yes” enter date)
EXP. / USE BY DATE/ “¢ . /7 ¢7. Date: > i "1
9. a. HOME DISTRICT c. NAME AND LOCATIQN OF FI (Include ZIP Code) W "d. IMPORT PRODUCT
MANUFACTURER / Les—Do Seﬂ« /‘u,mdu’ 24/ : :{;éf (1) X no
DISTRIBUTOR )
OF PRODUCT b. C.F. NO. . bW o sivlbeectss 2;4/@6 2 gkt 2) O ves
Qo1 RTCE A2E ot PP © v Aot War I,
10. a. PROBLEM KEY WORD b[DkéPOSITION/Q);{bw L%c 19, PRODUCT’G@DE
1) O iIMMEDIATE FOLLOW-UP ; ' e
M ?5{ ﬁ DEZCRIZEJ 22) L] F/uU NEXT EI -\ E—E E a9
QAL e )
b EVALUATION @ U CLOSED WITHQUT FURTHER| 12, INFORMATION COPIES TO:
EVALUATION (1 [J NOT AN FDA OBLIGATION 4) [J REFERRED TO OTHER FEDERAL HFM-66 HFZ-343
. 0 3
AND @ [J OBLIGATION, NO VIOLATION AGENCY (Closes File) g
DISPOSITION o (5) [] REFERRED TO STATE / LOCAL J HFD-730 HFC-161
) FDA ACTION INDICATED AGENCY (Closes Filg
)] [J INSUFFICIENT INFORMATION 6) X REFERRED TO OTHER [ HEV-210 m‘ HFS-635
UNABLE TO EVALUATE FDA LcS  DISTRICT (] oTHER
) L REFERRED TO OCI

1 mnxs %M

Q00 5O 0 210, Gas 7c /

7 t&wucw 7‘“5»4 ﬁm}z/@ﬂ

‘;2’ \q&" d/, C’%?/y\,

/I’JI ,‘/ CJ’CL‘.//-Q/ ’ \7‘;—4—%

J(,,\.d 1/~h

LAML.QW’
¢ -< C;(a.e,

WMV‘#»

FORM FDA 2516 (5/94)

g

*US GPO 1994.301- “60001

85

(V3% Cr@’i 44— /‘fi ‘{ Li 4
7;{,‘:\) Oy 0 LL({ /Ié ‘A dﬂtl /L/- o gl /nJA N2 -QC"F'P‘—-G‘? l"*‘i ”"U A“"‘ AM’\\,Q/M ({ﬂ'l’ '7
14. NAME AND TITLE OF DISPOSITION OFFICIA %f? & C 75230 \,Le o TS BATE \/#71 /2/4 :
I )/‘ 72¢ uA, Corinirrn \r%ilc /74/ /LC«‘—/E ctchg O



A Ctmplard Mo
A= 3/

kel fofo o T@,@ A Lt
| R

-~ (s ! ‘dlra il j¢¢f/ 'y .
4 Og LA (‘/LWMJWQU @(X’Vuaj&ﬂ) b L. |
<@ v Lo vt W o , A YO
o TR e g T iy
q o Ty oy ];A;Lu & 2 e polaen,
Cﬁd&@f . st .
)/]/lg/(L@ I/ZJ; \FQ ; /b}\‘/‘”\ o Ao zé/c/i,/&?a/?é ,,k_.,ab\,c,/#( /Lgf‘;“
) Demdat Flre Thetomegities Froulod  Guta
/,(g "Cckufu < LU .&C/;O”é\"“ }’\/\OJyvj' v/\é:"%w:/*\ 25)\{4,:}/4\ s ’(\/}é‘/
/‘/ N C O &/CA/LA.M\,\/GL Can L»/ [~ S 405 -#%/ 0 m béﬂ.r"ﬁ‘?
. Corn — /ij a;p /c/f’ Ofgeu @ 0108 :\/0:2( g . .
&M\LQ%E' Jﬁél m\,huxvj:tw/ Bimiela, i/ e ek Vas g
o At U\ﬂ‘/ /4&/@2;{%5 Can L| /m-&fa«? \'Lckf ¢ b thonn )
ple e _/leéQ} T O TH 0 4y {f,

000002

peae %




Lt fost L0 Bt
2 /P QseTe Z o %m@‘ff

Lerte ccﬁmpwfga 4 /@M@Yc@
iy W[ R ST (L W (e ol

+ AN ay-le L ‘LL[(/LC« 7LQC// Wt 3,53 ox

Trsde Gots 7, 4 0P$GOSY, e
2 /’szzc, é,c:tw@ Uordeck &E‘EE:G
/ LQ/W” w@ /z{&/&M

Wmu A« Jt /zc ot lile -

3) Cp Ll [Zm KL%M 7, s \
e bt | &Mﬁ formegilics

/Vvuj ’\,&tusﬂ W / b atoaenl Vz#wzd M &é}:&m‘
A W-r /20 Capaiin) St b EyTE G

o BT L e lics, Potmdn 2, po et -
/Wv’Lf“rw/h Vi [// M QL M&M QCW‘(L@? <Lwﬁ)&w«~b
70 ww, ;/M # ,ng‘Tio_g

‘Lé«ﬂx\/é A

LA T A@ﬁ%ﬁ@? /Mﬁuu et

6m>%u 7 b@%@ - # DFST0 47
€) plagtee gm tnhed @p /u/»
A/e)v{/\QO TM c x\cuuf/d
Lo oAl Lm‘hﬂ éc:tu( IM# DFY Tt
000003

’/m Coalie \ewm LLUK/(HL/( Lo /Lz,xu ﬁw
“Q% \M/ng& Marcfa C ié: & dﬁ]




S

QL u /Qaw To Fotdla -
n éz@@wﬁm P A 3FIT
5) ﬁcmx& L Jvtu /\mezﬁz&ﬁ o
(oo e /M4M gw@ t,iw DFS’

9) ]@CMM ool ey, %W

CUI/C'/L/VLL/OL, a‘/l‘—i. G. T Cfor s r2itirm

;"‘-7? ﬁsf.///VMut M /g"’( 7 d}CQ/)a ‘\Q/t/\,t
%L&Md G o 7Z m Ry gém@& Ji/»#baf—“gﬁ/zs

W f/ W o
CL&«W?WW& +cr’¢*/& QD/WCZC& \gz*“&. 2 WW
( ¢ 0Qa/t/jv S L Sl ‘L"O”L )

%%UL ant 2 ,Lmq/c \'}’&&&Tf SO ’@Z/LMJQL | P
\/V\/\./\//Lup Lot ( / o / f/uu//ﬂ jz(/u/u b&)‘ﬁztc/L B
e /CC /g (/&/V/LT/Qmwma

17 A w/ évv@u A—ja—fx—béj«vmuw e/ € A an \3*/

Dtorgang /02 A }lewt /quu . C% oo |
B/é% \&/tf/\_or ‘/Wg,«g\ Z A %L..bt;— - U A;(‘C!/va 7_&/#
,}/1,\1’3 G- ‘TFWL\ Zf C&i W&gj-é'ﬁ ‘1[’ 2 W~L¢ ,/Q/e/a_d./

»

/7/L,<,é~ 'h\ W¢) C) 30 QIJZZ C@/?x\/ Q a_¢ ykﬂ:L\,t.ﬁ 7%%44—»
\ LaC'L & )

% D o
= ")Lb@@” ( - T 000004
“IL =9 Q&&/v »C/\/\ éﬁ g% Djk AL V‘ /(“#i 3*4#44,{%/

\A/(L/V\/ Y QA w M/ &




~ A <

'/')’\/! /’)”I,L/JQ‘\ > 342 fﬂ ( . Qéu/wé:«/v&-
ke eedder gale am _’/m;pzw

— derrin /2 oy w
| jfm\?ﬁg %me - {i@@ %

}F’? Ateine, L QCWp ile | 1

M ¥ e ? st %Cw' j/imifj; s
é?/' L\_p V%hﬂ‘vw‘é_q Z /Y‘/“Vu/%, - b/g:JLd/Pw(\/V\ \
/r- (S %\/‘wpa_d( 3 CQQ,@ - CL/,_—/—G!/'.,‘\-—&}M‘A .

| - R o .
/$ lv\ cxé’/@/} ol tr 121 R Ll C&/»m%/
Fafoe 4k 07 ‘7119@ %LM Aoy
. , (/1;1,7(7 77-/?447 Hoes \7‘%7&/««//1/ Z)”—jb " “—Clzy
\? (/VL’Q/V_ ; - 2 X&c)) Co— AN "@/(LL DA il R
\/va_ | ; ' 5‘/(‘?%'%” ( bv“fﬂ [ 70Q cu:JO > . S?éusuy
3 - L‘L Acb‘u}; (/6/7/1‘;@&/ L}CkS&)/L»MvV b’i%u»;—k Cooear Lf&.LLCC X
O o~ (?_, ’7/0‘?4?.(;‘ , L (}WQJW Vﬁ\{ﬁf& 'A‘c Lot gan
OANNEANAAA C 2.6 (94 i hond SW M%
Ao Uerdl 720 - <f- /\}Jg/mw '
‘ S - , . . 060005
CMVY L,bv'\, NN :t N7 Rt +_Q ?/ g /c/t(/mej [\_57\

C/M\,@’L: Q_Axe—n _ ,éL— NSy Af dotoy "Jo Qe L) i yﬂgﬁw@ﬂw
°\L @,QLC‘%Q l/LL: A J T JQZ“L/‘” Ty At’d(:k“ad —ﬁ»é‘. Lo 1 7('5\" N “L,LL/M’%&‘M;';&TS»,—, -

/)L&g:é‘ \l@:r Ve g 7 A A d—h‘ﬂmﬁ




